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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )KI Responsive to communication(s) filed on Feb 24, 2004 & Jan 20, 2004 . 
2a)E] This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 19-27 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) 03 Claimfs) 19-27 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 
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Art Unit: 1648 

DETAILED ACTION 

The Amendment filed February 24, 2004 and January 20, 2004 in response to the Office 
Action of October 3, 2003 is acknowledged and has been entered. Claims 9-18 have been 
cancelled. Claims 19-27 have been added and are currently being examined. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 

Claim Rejections - 35 USC § 112 
The rejection of claims 9-18 are rejected under 35 U.S.C. 1 12, first paragraph, is 
withdrawn in view of Applicant's cancellation of the claims. The newly added claimsl9-27 are 
subject to the same 35 U.S.C. 1 12 written description rejection of record. 

Newly added claims 19-27 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The claims encompass a genus of nucleic acids defined only by their function wherein the 
relationship between the structural features of members of the genus and said function have not 
been defined. In the absence of such a relationship either disclosed in the as filed application or 
which would have been recognized based upon information readily available to one skilled in the 
art, the skilled artisan would not know how to make and use compounds that lack structural 
definition. The fact that one could have assayed a nucleic acids of interest does not overcome 
this defect since one would have no knowledge beforehand as to whether or not any given 
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compound (other than those that might be particularly disclosed in an application) would fall 
within the scope of what is claimed. It would require undue experimentation (be an undue 
burden) to randomly screen undefined nucleic acids for the claimed activity. 

To comply with the written description requirement of 35 U.S.C. § 1 12, first paragraph, a 
patent specification must describe the claimed invention in sufficient detail that one skilled in the 
art can reasonably conclude that the inventor had possession of the claimed invention. An 
applicant shows possession of the claimed invention by describing the claimed invention with all 
of its limitations using such descriptive means as words, structures, figures, diagrams, and 
formulas that fully set forth may be shown in a variety of ways including description of an actual 
reduction to practice, or by showing that the invention was ready for patenting" such as by the 
use of drawings or structural chemical formulas that show that the invention was complete, or 
describing distinguishing identifying characteristics sufficient to show that the applicant was in 
possession of the claimed invention. The claims fail to comply with the written description 
requirement. 

The rejection of claims 9-18 under 35 U.S.C. 1 12, first paragraph, is withdrawn in view 
of Applicant's cancellation of the claims. The newly added claimsl9-27 are subject to the same 
35 U.S.C. 1 12 enablement rejection of record. 

Newly added claims 19-27 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 
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The specification shows a mutant heat shock factor that is able to activate the stress 
promoter, using a "single transient stress" which would indicate that the stress is applied and 
then removed. However, the claims as written are not limited to such a mutant HSF and 
encompass any transcription factor that is stress induced. In order to achieve activation of the 
heat shock promoter 2 steps are required (see Xia et al. Journal of Biological Chemistry, 1998), 
the first step involves trimeriszation of the HSF (transcription factor) and binding to the DNA 
followed by the second step which involves the conversion of the HSF trimer to the active from 
(hyperphsoporylation) which in turn allows activation from the promoter. Upon removal of the 
stress the normal HSF becomes dephosprylated to its pre-stress state. The specification does not 
provide any guidance on how to predictably manipulate (how to make and use) or mutate 
undiscovered and undisclosed transcription factors so that they will stay in the active form once 
stimulated. Thus the artisan would not have been unable to have prepared the claimed nucleic 
acid [molecular circuit] without undue experimentation. This claim fails to meet the enablement 
requirement for the "how to make" prong of 35 U.S.C. § 112 first paragraph. 



Double Patenting 

The rejection of claims 9-18 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-36 of U.S. Patent No. 
6,342,596 is withdrawn in view of Applicants cancellation of the claims and the submission of a 
Terminal Disclaimer. 
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Conclusion 



No claims allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Papers related this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center. The faxing of 
such papers must conform with the notice published in the Official Gazette, 1096 OG 
(November 15, 1989). The Group 1600 Official Fax number is: (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Tech Center representative whose telephone number is (571)-272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ulrike Winkler, Ph.D. whose telephone number is 571-272-0912. 
The examiner can normally be reached M-F, 8:30 am - 5 pm. The examiner can also be reached 
via email [ulrike.winkler@uspto.gov]. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel, can be reached at 571-272-0902. 




